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Other ActionsOther ActionsOther Actions

• Injunction – Issued by Court
– To stop or prevent actions that lead to violation of law
– To correct the conditions that caused the violation to 

occur
• Seizure – Issued by Court

– Removes product from market
• Notice of Initiation of Disqualification 

Proceedings and Opportunity to Explain 
(NIDPOE) – clinical investigators
– Relates to CBER oversight of clinical investigations
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* As of October 16, 2003

NIDPOE LettersNIDPOE Letters
Notice of Initiation of Disqualification Proceedings and Opportunity to Explain

To date, Notice of Opportunity for Hearing issued for 5 of 6 CBER letters – 1 of 4 disqualified by Consent Agreement
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– “Recalls (Including Product Corrections) – Guidance 

on Policy, Procedures, and Industry Responsibilities”

• Voluntary action in lieu of FDA-initiated court 
action for product removal or correction 

• Voluntary action to carry out firm’s responsibility 
to protect the public health with respect to its 
products

• 21 CFR Part 7 Subpart C
– “Recalls (Including Product Corrections) – Guidance 

on Policy, Procedures, and Industry Responsibilities”

• Voluntary action in lieu of FDA-initiated court 
action for product removal or correction 

• Voluntary action to carry out firm’s responsibility 
to protect the public health with respect to its 
products



Recall ClassificationsRecall ClassificationsRecall Classifications
• Class I

– Reasonable probability that the use of, or exposure to,   
a violative product will cause serious adverse health 
consequences or death

• Class II
– Use of, or exposure to, a violative product may cause 

temporary or medically reversible adverse health 
consequences or where the probability of serious 
adverse health consequences is remote

• Class III
– Use of, or exposure to, a violative product is not likely 

to cause adverse health consequences

• Class I
– Reasonable probability that the use of, or exposure to,   

a violative product will cause serious adverse health 
consequences or death

• Class II
– Use of, or exposure to, a violative product may cause 

temporary or medically reversible adverse health 
consequences or where the probability of serious 
adverse health consequences is remote

• Class III
– Use of, or exposure to, a violative product is not likely 

to cause adverse health consequences


